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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
11/13/06 has been entered. 

Claims 57-65 and 70-75 are pending. All rejections and objections not reiterated 
below are hereby withdrawn in view of the claim amendments. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 60, 62-65, 72, 73 and 75 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. These are NEW 
MATTER rejections. 

A database comprising reference gene expression profiles, which is limited to be 
GenBank, as recited in amended claim 60, is new matter. 
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The original claims limited a computer system to be linked to GenBank, but did 
not limit any database to be one comprising a reference gene expression profile. New 
claim 70 limits the reference gene expression profile of the claimed computer system to 
be "part of a database; which is interpreted to limit the database to comprise a 
reference gene expression profile. Page 15 of the originally filed specification discloses 
that databases for use with the inventive methods may be "designed" to include a gene 
expression database, and disclose that computer platforms and workstations may 
comprise the databases, thus which providing at least minimal support for a computer 
system interfacing with or comprising a database comprising a gene expression 
"profile." The originally filed specification also discloses several tables comprising 
statistical data for gene expression in normal vs. BPH samples, thus providing support 
for "databases" comprising a reference gene expression profile, as recited in new claim 
70. However, Genbank does not comprise comparative gene expression values, nor 
any data specifically indicating differential expression of individual sequences in normal 
vs. BPH samples. For example, the NCBI record for accession number AA41 0383, 
which is the first sequence listed in instant Table 1 , does not contain any information 
with regard to expression in prostate tissue at all. 

In the response filed 11/13/06, applicant points to page 9 of the specification for 
support for the new limitations of claim 57, but does not point to support anywhere for a 
disclosure that Genbank is a database comprising a reference gene expression profile. 
As Genbank (interpreted to be the nucleotide portion of the NCBI database) is NOT a 
database comprising a reference gene expression profile, as now encompassed by the 
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combination of limitations recited in amended claim 60, claim 60 recites new matter, and 
is rejected. 

An expression profile which comprises descriptive information for a subject, as 
recited in amended claims 62-65, is new matter. 

The original claims limited a database to comprise descriptive information for a 
patient/subject. The originally filed specification, on pages 14-16, also discloses 
databases comprising descriptive information for a patient. The specification on page 
15, lines 7-8, disclose that databases may also comprise gene expression information. 
Thus, the specification supports databases comprising both expression (profile) 
information and descriptive (patient/subject) information, as recited in the original 
claims. The Tables disclosed in the instant specification disclose differential expression 
levels for various nucleic acid sequences, but do not comprise descriptive information 
for individual patients or subjects. Nowhere do the originally filed specification or claims 
disclose or recite an expression profile which comprises descriptive information for a 
patient or subject. In the response filed 1 1/13/06, applicant does not point to support for 
new limitations, and none is apparent, as set forth above, therefore claims 62-65 recite 
new matter and are rejected. 

An expression profile comprising statistical measures of differential expression of 
"20 or more" or "50 or more" nucleic acid sequences, as recited in new claims 72, 73 
and 75, is new matter. Original claims 32 and 33 recited a computer system comprising 
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a database containing information identifying expression levels of at least two genes in 
Tables 1-6, or Table 5, specifically. Original claims 40-42 recited a method wherein "at 
least two/five/ten" genes are compared. The original claims did not recite a database 
comprising "information" identifying expression levels of "20 or more" or "50 or more" 
nor any method of comparing at least 20 or 50 genes. The originally filed specification, 
on page 3 discloses that the expression levels "at least 2,3,4,5,6,7,8,9, 10 or more 
genes from any one of Tables 1-6" may be detected; pages 2-3 disclose screening a 
database comprising "two or more genes" from the Tables. The specification does not 
disclose a database or computer system comprising data for "at least 20" or "at least 50" 
nucleic acid sequences (or genes) anywhere. 

In the response filed 1 1/13/06, applicant points to page 3 for support that "at least 
about 2, 3, 4, 5, 6, 7, 8, 9, 10 or more, or all" the genes in Tables 1-6 may be detected 
in a sample. Applicant does not point to support for a database comprising (or 
detection of) "20 or more" or "50 or more" (or at least 20/50) sequences or genes, as 
now recited in claims 72, 73 and 75. Applicant is again reminded that a new range must 
have specific support in the same manner that a new species or subgenus must have 
support, in the originally filed disclosure. Disclosure of a larger range or genus is NOT 
necessarily supportive of the narrower range or species, as set forth in In re Wertheim, 
541 F.2d 257, 191 USPQ 90(CCPA 1976). See also MPEP 2163.05, in particular, 
section III. 

As the originally filed disclosure does not provide specific support for the newly 
recited subset of nucleic acids, claims 72, 73 and 75 recite new matter and are rejected. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 58, 59, 61, and 74 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 58, 59, and 61 recite the term "said nucleic acid molecules," each in line 
2, which lacks antecedent basis in the claims. Parent claim 57 recite nucleic acid 
"sequences," but does not recite nucleic acid "molecules." 

Claim 74 recites "expression of SEQ ID NO: 1 to 1 124" in line 2. It is unclear 
whether applicant intends that an expression profile include differential expression of 
EACH of SEQ ID NO's 1 to 1 124, or intends that the profile comprise some subset of 
the recited range of SEQ ID No's, therefore the claim is indefinite. Clarification through 
statement in a response or by claim amendment is requested. 

Allowable Subject Matter 

The following is a statement of reasons for the indication of allowable subject 
matter: the prior art does not teach or fairly suggest a computer system comprising 
instructions for identifying the presence or absence of BPH by using differential 
expression profiles of the nucleic acid sequences recited in the instant claims. While 
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the sequences were known in the art, their differential expression profiles were not 
known to be useful in diagnosing BPH. 

For this reason, claims 57, 70 and 71 are allowed and all claims are considered 
free of the prior art. 

Conclusion 

Claims 57, 70 and 71 are allowed; claims 58-65 and 72-75 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marjorie A. Moran whose telephone number is (571 ) 
272-0720. The examiner can normally be reached on Monday-Friday; 6 am-2:30 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel can be reached on (571)272-0781. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
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